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‘‘(ii) make a recommendation to the Commis-

sioner of Food and Drugs as to appropriate la-
beling changes, if any.

‘‘(6) FDA DETERMINATION.—Not later than 30
days after receiving a recommendation from the
Subcommittee under paragraph (5)(B)(ii) with
respect to a drug, the Commissioner of Food and
Drugs shall consider the recommendation and, if
appropriate, make a request to the holders of
approved applications for the drug to make any
labeling change that the Commissioner of Food
and Drugs determines to be appropriate.

‘‘(7) FAILURE TO AGREE.—If a holder of an ap-
proved application for a drug, within 30 days
after receiving a request to make a labeling
change under paragraph (6), does not agree to
make a requested labeling change, the Commis-
sioner may deem the drug to be misbranded
under the Federal Food, Drug, and Cosmetic
Act.

‘‘(8) RECOMMENDATION FOR FORMULATION
CHANGES.—If a pediatric study completed under
public contract indicates that a formulation
change is necessary and the Secretary agrees,
the Secretary shall send a nonbinding letter of
recommendation regarding that change to each
holder of an approved application.

‘‘(d) AUTHORIZATION OF APPROPRIATIONS.—
‘‘(1) IN GENERAL.—There are authorized to be

appropriated to carry out this section—
‘‘(A) $200,000,000 for fiscal year 2002; and
‘‘(B) such sums as are necessary for each of

the 5 succeeding fiscal years.
‘‘(2) AVAILABILITY.—Any amount appro-

priated under paragraph (1) shall remain avail-
able to carry out this section until expended.’’.
SEC. 4. TIMELY LABELING CHANGES FOR DRUGS

GRANTED EXCLUSIVITY; DRUG FEES.
(a) ELIMINATION OF USER FEE WAIVER FOR

PEDIATRIC SUPPLEMENTS.—Section 736(a)(1) of
the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 379h(a)(1)) is amended—

(1) by striking subparagraph (F); and
(2) by redesignating subparagraph (G) as sub-

paragraph (F).
(b) LABELING CHANGES.—
(1) DEFINITION OF PRIORITY SUPPLEMENT.—

Section 201 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 321) is amended by adding
at the end the following:

‘‘(kk) PRIORITY SUPPLEMENT.—The term ‘pri-
ority supplement’ means a drug application re-
ferred to in section 101(4) of the Food and Drug
Administration Modernization Act of 1997 (111
Stat. 2298).’’.

(2) TREATMENT AS PRIORITY SUPPLEMENTS.—
Section 505A of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355a) is amended by
adding at the end the following:

‘‘(l) LABELING SUPPLEMENTS.—
‘‘(1) PRIORITY STATUS FOR PEDIATRIC SUPPLE-

MENTS.—Any supplement to an application
under section 505 proposing a labeling change
pursuant to a report on a pediatric study under
this section—

‘‘(A) shall be considered to be a priority sup-
plement; and

‘‘(B) shall be subject to the performance goals
established by the Commissioner for priority
drugs.

‘‘(2) DISPUTE RESOLUTION.—If the Commis-
sioner determines that an application with re-
spect to which a pediatric study is conducted
under this section is approvable and that the
only open issue for final action on the applica-
tion is the reaching of an agreement between the
sponsor of the application and the Commissioner
on appropriate changes to the labeling for the
drug that is the subject of the application—

‘‘(A) not later than 180 days after the date of
submission of the application—

‘‘(i) the Commissioner shall request that the
sponsor of the application make any labeling
change that the Commissioner determines to be
appropriate; and

‘‘(ii) if the sponsor of the application does not
agree to make a labeling change requested by
the Commissioner by that date, the Commis-

sioner shall immediately refer the matter to the
Pediatric Advisory Subcommittee of the Anti-In-
fective Drugs Advisory Committee;

‘‘(B) not later than 90 days after receiving the
referral, the Pediatric Advisory Subcommittee of
the Anti-Infective Drugs Advisory Committee
shall—

‘‘(i) review the pediatric study reports; and
‘‘(ii) make a recommendation to the Commis-

sioner concerning appropriate labeling changes,
if any;

‘‘(C) the Commissioner shall consider the rec-
ommendations of the Pediatric Advisory Sub-
committee of the Anti-Infective Drugs Advisory
Committee and, if appropriate, not later than 30
days after receiving the recommendation, make
a request to the sponsor of the application to
make any labeling change that the Commis-
sioner determines to be appropriate; and

‘‘(D) if the sponsor of the application, within
30 days after receiving a request under subpara-
graph (C), does not agree to make a labeling
change requested by the Commissioner, the Com-
missioner may deem the drug that is the subject
of the application to be misbranded.’’.
SEC. 5. OFFICE OF PEDIATRIC THERAPEUTICS.

(a) ESTABLISHMENT.—The Secretary of Health
and Human Services shall establish an Office of
Pediatric Therapeutics within the Office of the
Commissioner of Food and Drugs.

(b) DUTIES.—The Office of Pediatric Thera-
peutics shall be responsible for oversight and co-
ordination of all activities of the Food and Drug
Administration that may have any effect on a
pediatric population or the practice of pediatrics
or may in any other way involve pediatric
issues.

(c) STAFF.—The staff of the Office of Pediatric
Therapeutics shall include—

(1) employees of the Department of Health
and Human Services who, as of the date of en-
actment of this Act, exercise responsibilities re-
lating to pediatric therapeutics;

(2) 1 or more additional individuals with ex-
pertise concerning ethical issues presented by
the conduct of clinical research in the pediatric
population; and

(3) 1 or more additional individuals with ex-
pertise in pediatrics who shall consult and col-
laborate with all components of the Food and
Drug Administration concerning activities de-
scribed in subsection (b).
SEC. 6. NEONATES.

Section 505A(g) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355a(g)) is amended
by inserting ‘‘(including neonates in appro-
priate cases)’’ after ‘‘pediatric age groups’’.
SEC. 7. SUNSET.

Section 505A of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355a) is amended by
striking subsection (j) and inserting the fol-
lowing:

‘‘(j) SUNSET.—A drug may not receive any 6-
month period under subsection (a) or (c) un-
less—

‘‘(1) on or before October 1, 2007, the Secretary
makes a written request for pediatric studies of
the drug;

‘‘(2) on or before October 1, 2007, an approv-
able application for the drug is submitted under
section 505(b)(1); and

‘‘(3) all requirements of this section are met.’’.
SEC. 8. DISSEMINATION OF PEDIATRIC INFORMA-

TION.
Section 505A of the Federal Food, Drug, and

Cosmetic Act (21 U.S.C 355a) (as amended by
section 4(b)(2)) is amended by adding at the end
the following:

‘‘(m) DISSEMINATION OF PEDIATRIC INFORMA-
TION.—

‘‘(1) IN GENERAL.—Not later than 180 days
after the date of submission of a report on a pe-
diatric study under this section, the Commis-
sioner shall make available to the public a sum-
mary of the medical and clinical pharmacology
reviews of pediatric studies conducted for the
supplement, including by publication in the
Federal Register.

‘‘(2) EFFECT OF SUBSECTION.—Nothing in this
subsection alters or amends in any way section
552 of title 5 or section 1905 of title 18, United
States Code.’’.
SEC. 9. CLARIFICATION OF INTERACTION OF

MARKET EXCLUSIVITY UNDER SEC-
TION 505A OF THE FEDERAL FOOD,
DRUG, AND COSMETIC ACT AND MAR-
KET EXCLUSIVITY AWARDED TO AN
APPLICANT FOR APPROVAL OF A
DRUG UNDER SECTION 505(j) OF
THAT ACT.

Section 505A of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355a) (as amended by
section 8) is amended by adding at the end the
following:

‘‘(n) CLARIFICATION OF INTERACTION OF MAR-
KET EXCLUSIVITY UNDER THIS SECTION AND
MARKET EXCLUSIVITY AWARDED TO AN APPLI-
CANT FOR APPROVAL OF A DRUG UNDER SECTION
505(j).—

‘‘(1) IN GENERAL.—If a 180-day period under
section 505(j)(5)(B)(iv) overlaps with a 6-month
extension under this section, so that the appli-
cant for approval of a drug under section 505(j)
entitled to the 180-day period under that section
loses a portion of the 180-day period to which
the applicant is entitled for the drug, the 180-
day period shall be extended—

‘‘(A) if the 180-day period would, but for this
subsection, expire after the 6-month extension,
by the number of days of the overlap; or

‘‘(B) if the 180-day period would, but for this
subsection, expire during the 6-month extension,
by 6 months.

‘‘(2) EFFECT OF SUBSECTION.—Under no cir-
cumstances shall application of this section re-
sult in an applicant for approval of a drug
under section 505(j) being enabled to commer-
cially market the drug to the exclusion of a sub-
sequent applicant for approval of a drug under
section 505(j) for more than 180 days.’’.
SEC. 10. STUDY CONCERNING RESEARCH INVOLV-

ING CHILDREN.
(a) CONTRACT WITH INSTITUTE OF MEDICINE.—

The Secretary of Health and Human Services
shall enter into a contract with the Institute of
Medicine for—

(1) the conduct, in accordance with subsection
(b), of a review of—

(A) Federal regulations in effect on the date
of the enactment of this Act relating to research
involving children;

(B) federally-prepared or supported reports re-
lating to research involving children; and

(C) federally-supported evidence-based re-
search involving children; and

(2) the submission to the appropriate commit-
tees of Congress, by not later than 2 years after
the date of enactment of this Act, of a report
concerning the review conducted under para-
graph (1) that includes recommendations on best
practices relating to research involving children.

(b) AREAS OF REVIEW.—In conducting the re-
view under subsection (a)(1), the Institute of
Medicine shall consider the following:

(1) The written and oral process of obtaining
and defining ‘‘assent’’, ‘‘permission’’ and ‘‘in-
formed consent’’ with respect to child clinical
research participants and the parents, guard-
ians, and the individuals who may serve as the
legally authorized representatives of such chil-
dren (as defined in subpart A of part 46 of title
45, Code of Federal Regulations).

(2) The expectations and comprehension of
child research participants and the parents,
guardians, or legally authorized representatives
of such children, for the direct benefits and
risks of the child’s research involvement, par-
ticularly in terms of research versus therapeutic
treatment.

(3) The definition of ‘‘minimal risk’’ with re-
spect to a healthy child or a child with an ill-
ness.

(4) The appropriateness of the regulations ap-
plicable to children of differing ages and matu-
rity levels, including regulations relating to
legal status.
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